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LEGISLATION AND REGULATION COMMITTEE REPORT 
Summary of the Meeting Held April 24, 2012 

PART I REGULATIONS 

a.	 Board Approved - Undergoing Review by the Administration 
ATTACHMENT 1 

a. 	 Add Title 16 Section 1727.2 – Requirements for Pharmacist Interns – To Require 

Applicants to Submit a Self-Query from the National Practitioner Data Bank –
 
Healthcare Integrity & Protection Data Bank (NPDB-HIPDB)
 

b. 	 Amend Title 16 Section 1728 – Requirements for Pharmacist Examination – Amend to 
Require Applicants to Submit a Self-Query from the National Practitioner Data Bank – 
Healthcare Integrity & Protection Data Bank (NPDB-HIPDB) 

On May 6, 2011, the board initiated a rulemaking to add Title 16 CCR § 1727.2 and to 
amend Title 16 CCR § 1728. The proposal would require a Pharmacist Intern applicant 
to submit with his or her application a Self-Query Report from the National Practitioner 
Data Bank – Healthcare Integrity & Protection Data Bank (NPDBHIPDB).  This proposal 
would also require an applicant seeking board authority to take the pharmacist licensure 
examination to submit with his or her application a Self-Query Report from the NPDB-
HIPDB. The board determined that the requirement(s) to submit a Self-Query Report, as 
specified in the proposal, is necessary and pertinent to the board’s investigation of an 
applicant and will allow the board to determine if an applicant has been the subject of 
discipline in another state prior to making a decision on an application. This is the same 
type of Self-Query Report that was recently approved in 2011 for Pharmacy Technician 
applicants. 

The board did not receive any comments during the 45-day comment period and in 
July 2011 the board directed staff to complete the rulemaking process. The Executive 
Officer adopted the text as proposed in the Notice for the 45-day public comment 
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period. Staff compiled the final rulemaking file and submitted it to the Department of 
Consumer Affairs for administrative review on November 10, 2011. 

Board staff has been advised that the DCA and the State and Consumer Services 
Agency have completed their review. The file has been at the Department of Finance 
awaiting review / approval since January 9, 2012, but as of April 25, 2012, the 
Department of Finance had not completed its review.  Once all administrative approvals 
are received, the board will file the rulemaking with the Office of Administrative Law for 
final approval 

The one-year notice period for this rulemaking will expire on May 5, 2012, unless 
extended by the Director of the Department of Consumer Affairs.  A copy of the Adopted 
Text is provided in Attachment 1. 

b. Discussion and Possible Action – Board Approved Regulations Noticed 

ATTACHMENT 2 

1. Proposed Amendments to Title 16 California Code of Regulations Section 1760 – Board 
of Pharmacy Disciplinary Guidelines, Including to Incorporate Recommendations of the 
Substance Abuse Coordination Committee (Pursuant to SB 1441, Ridley-Thomas, 
Chapter 548, Statutes of 2008) 
[45-day comment period: October 24-November 8, 2011] 

Relevant Sections 
California Code of Regulations Section 1760 requires the board to consider disciplinary 
guidelines when reaching a decision on a disciplinary action.   

Business and Professions Code Section 315 established the Substance Abuse 
Coordination Committee (SACC) within the Department of Consumer Affairs.  The 
committee was charged with formulating uniform and specific standards in several 
areas for dealing with substance-abusing licensees. 

Chapter 9, Division 2, Chapter 19 (business and professions code sections 4300-4315) 
defines disciplinary proceeding for the board as well as the grounds for taking such 
discipline. 

Background 
Last year the board directed staff to a restructuring and updating of its Disciplinary 
Guidelines last year. Subsequent to this, in April 2011, the SACC finalized the uniform 
standards required in B&PC section 315.  Many of these standards need to be 
incorporated into the guidelines as well to facilitate implementation. 

During the July 2011 Board meeting, staff was directed to incorporate the uniform 
standards into the disciplinary guidelines for consideration by the board at a future 
meeting. Most Recently, during the September 2011 Board Meeting, the board voted to 
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initiate a rulemaking to amend Section 1760 and the Disciplinary Guidelines that are 
incorporated by reference in this section. 

On October 14, 2012, the board released the rulemaking, initiating the 45-day 
comment period on the proposed changes. In addition to releasing this for a 45-day 
comment period, the board, as part of its notice, held a regulation hearing during the 
January 2012 Board Meeting. 

During the January 2012 Board Meeting, the board discussed the proposed change 
and the comments received in response to the rulemaking consistent with the 
administrative procedures process established in the government code.  At the 
conclusion of this discussion the board voted to make several changes to the 
proposed language and requested that the proposed changes be brought back to the 
board prior to staff releasing the changes as part of a 15-day comment.  Specifically 
the board requested the following changes. 

•	 Modify term 24 of the proposed amendments to the Disciplinary Guidelines to 
strike the testing frequency and replace with more general language consistent 
with the board’s discussion and to strike the section regarding specimen 
collectors. 

•	 Modify term 30 to strike all language regarding the minimum requirements for 
facilitators or evaluators within the proposed language. 

Recent Update 
Prior to staff preparing the changes for consideration, staff received correspondence 
from the DCA legal office regarding SB 1441 implementation.  This information was 
shared with the executive staff and clarifications regarding the department’s 
expectations and future actions were provided in later meetings with the legal office in 
late April. As the department’s recently expressed expectation does not fully support 
the action taken by the board during its January 2012 meeting, staff needs to refer this 
matter back to the board for discussion and possible further action.   

Attachment 2 contains a copy of the Memo from Doreatha Johnson, Deputy Director 
of Legal Affairs, DCA as well as a copy of a legal opinion issued from the Legislative 
Counsel Bureau and an executive summary issued by the Office of the Attorney 
General. 

Staff and counsel will be prepared to discuss this issue in more detail. 

2. Proposed Amendments to Title 16, Section 1746 – Emergency Contraception Protocol 
Review and Discussion of Comments Submitted During 45-day Comment Period 
[45-day comment period: January 6 – February 20, 2012] 

ATTACHMENT 3 

At this meeting, the board will consider the comments received during the 45-day public 
comment period. In addition, the women’s health specialist for the California 
Pharmacists Association will be available to answer the board’s questions.   
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In October 2011, the board voted to initiate a proposed rulemaking to update the 
board’s Emergency Contraception Protocol at Title 16 Section 1746, to reflect the 
language and protocol approved by the Medical Board of California in July 2011. 
The board noticed the proposed regulation on January 6, 2012, and the 45-day public 
comment period concluded on February 20, 2012.  The board received one comment 
during that period, which is attached. 
Business and Professions Code Section 4052.3 authorizes a pharmacist to initiate 
emergency contraception therapy in accordance with either (1) standardized procedures 
or protocols developed by the pharmacist and an authorized prescriber, as specified; 
and (2) standardized procedures or protocols developed and approved by both the 
Medical Board of California and the Board of Pharmacy, as specified.   
The current state protocol was developed by the Medical Board in 2004 and was 
adopted by the Board of Pharmacy that same year.  Title 16 CCR § 1746 became 
operative on December 2, 2004. Since that time, there have been changes in the 
availability of emergency contraception medicine, the manufacturers who produce the 
medication.  The protocol also has a typographical error that requires correction (mcg 
instead of mg). 
Following the adoption of a new emergency contraception protocol, the board will then 
need to update its patient information fact sheet.  This fact sheet is required by 
Section 4052.3(e) of the Business and Professions Code and is provided to the patient 
by the pharmacist using the protocol to dispense emergency contraception.  The update 
of a fact sheet would be vetted through the board’s Communication and Public 
Education Committee. 

A copy of the proposed text and comments received are provided in Attachment 3. 

c. Discussion and Possible Action – Board Approved Regulations 

ATTACHMENT 4 

1. Proposed Amendments to Section 1780 – Update the USP Standards Reference 

Manual (Minimum Standards for Drug Wholesalers)
 

Section 1780 of the California Code of Regulations sets minimum standards for drug 
wholesalers.  This regulation currently references the 1990 edition of the United States 
Pharmacopeia Standards (USP Standards) for temperature and humidity.  USP 
Standards are updated and published annually. Section 1780(b) requires amendment 
to reflect the 2005 version of the USP Standards and to hold wholesalers accountable 
to the latest standards, if determined appropriate. 
Because of stated concerns about whether referencing the 2005 USP Standards would 
be an unreasonable burden on wholesalers, at the October 2008 Board Meeting, the 
board voted to address the issue of updating the USP Standards reference materials 
within this section. 
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The board established a subcommittee for this purpose but, as a result of board 
vacancies, the subcommittee has not held any meetings and no action has been taken 
with respect to this regulation change. 

2. Proposed Amendments to Section 1785 – Self-Assessment of a Veterinary 
Food-Animal Drug Retailer 

The requirements of § 1785 establish a self-assessment form for veterinary food-animal 
drug retailers and requires a designated representative-in-charge to complete this form 
to ensure compliance with pharmacy law.  Self-assessment forms also aid licensees in 
complying with legal requirements of their operations and, therefore, increase public 
safety as a result of this compliance.   
In 2007 the Enforcement Committee and the Board approved draft amendments to the 
regulation and related self-assessment form; subsequently, the licensing committee was 
advised of potential problems with the licensing requirements for designated 
representatives working at these facilities. 
The Licensing Committee has not yet initiated a program review of the Veterinary Food-
Animal Drug Retailer program. Staff does not anticipate proceeding with this regulation 
until such time that the Licensing Committee completes its review. 

3. Proposed Addition of Section 1762 – Unprofessional Conduct 

In October 2010, the board began discussions to add 16 CCR § 1762 to implement 
components of the DCA’s Consumer Protection Enforcement Initiative relative to 
unprofessional conduct. In February 2011 the board addressed draft language and 
moved to initiate the rulemaking process to amend Section 1762 to specify that certain 
acts would constitute unprofessional conduct including: gag clauses in a civil suit 
settlement; failure to provide information as requested by the board; failure to comply 
with a court order or subpoena for records; and authorize the board to revoke a license 
or deny an application for an act requiring an individual to register as a sex offender. 

Staff is working to prepare a rulemaking package for a 45-day public comment period.  
Attachment 4 includes a copy of the proposed text approved by the board. 

4. Proposed Addition of Section 1769 – Application Review and Criteria for Rehabilitation 

Protection Enforcement Initiative with regarding to 16 CCR § 1769 – a proposal that 
would authorize the board to request that an applicant for licensure undergo an 
examination, as specified, to determine if the applicant is safe to practice. The board 
directed that staff initiate the rulemaking process to amend 16 CCR § 1769, specifying 
that once it has been determined that an applicant is to be evaluated, the evaluation 
shall be completed within 60 days, and that within 60 days of the evaluation, the report 
be received by the board. 

Staff is working to prepare a rulemaking package for a 45-day public comment period.  
Attachment 4 includes a copy of the proposed text approved by the board. 
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5. Proposed Amendment of Title 16 Section 1745 – Partial Fill of Schedule II Controlled 
Substance 

At the October 2010 Board Meeting the board voted to initiate a rulemaking to amend 
Section 1745(c)(2) to allow pharmacies to maintain electronic records or document on 
the original prescription when partially filling a Schedule II controlled substance. The 
language approved by the board is below. Staff is working to prepare a rulemaking 
package for a 45-day public comment period. 

1745(c)(2) The pharmacist records the date and amount of each partial 
filling in a readily retrievable form and or on the original prescription, 
also recording the initials of the pharmacist dispensing the prescription; 

6. Proposed Amendments to Section 1751.2 and 1751.9 – Sterile Injectable 
Compounding, Sterile Injectable Labeling Requirements, and Accreditation Agencies 

The board voted to amend Section 1751.2 related to the labeling of cytotoxic agents at 
its Board Meeting held January 31, 2012. The proposed amendments were included in 
the board’s noticed rulemaking to also amend Title 16 Sections 1735.1, 1735.2, and 
1735.3 (see Agenda Item X. for additional information on this rulemaking). 

The board’s proposal related to Section 1751.9 has been referred to the Licensing 
Committee, and will be brought back to the board for future consideration. 

7. Proposed Amendments to Section 1780 – Minimum Standards for Wholesalers 

Section 1780 of the California Code of Regulations sets minimum standards for drug 
wholesalers.  This regulation currently references the 1990 edition of the United States 
Pharmacopeia Standards (USP Standards) for temperature and humidity.  USP 
Standards are updated and published annually. Section 1780(b) requires amendment 
to reflect the 2005 version of the USP Standards and to hold wholesalers accountable 
to the latest standards, if determined appropriate. 
Because of stated concerns about whether referencing the 2005 USP Standards would 
be an unreasonable burden on wholesalers, at the October 2008 Board Meeting, the 
board voted to address the issue of updating the USP Standards reference materials 
within this section. 
The board established a subcommittee for this purpose but, as a result of board 
vacancies, the subcommittee has not held any meetings and no action has been taken 
with respect to this regulation change. 
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8. Proposed Amendments to Section 1732.2 – Board Accredited Continuing Education 

At the Board Meeting held January 31, 2012, the board considered amendments to the 
board’s continuing education regulation. At that time, a rulemaking to amend 
Section 1732.2 related to continuing education was pending final review at the Office of 
Administrative Law. The board voted to withdraw from OAL its rulemaking to amend 
Title 16 of the California Code of Regulations Section 1732.2 and refer the matter to the 
Licensing Committee for further review. 
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Attachment 1 




Order of Adoption 


Board of Pharmacy 


California Code of Regulations 


Add Section 1727.2. to Article 3 of Division 17 of Title 16 of the California 
Code of Regulations to read as follows: 

§ 1727.2. Requirements for Pharmacist Intern. 

Every applicant for a pharmacist intern license shall submit as part of the application 

process, a sealed, original Self Query Report from the National Practitioner Data Bank-

Healthcare Integrity and Protection Data Bank (NPDB-HIPDB), dated no earlier than 

60 days before the date an application is submitted to the board. 

Note: Authority cited: Section 4005, Business"and Professions Code. Reference: 

Sections 4207 and 4208, Business and Professions Code. 

Amend Section 1728. in Article 3 of Division 17 of Title 16 of the California 
Code of Regulations to read as follows: 

§ 1728. Requirements for Examination. 

(a) Prior to receiving authorization from the board to take the pharmacist licensure 

examinations required by section 4200 of the Business and Professions Code, applicants 

shall submit to the board the following: 

(1) Proof of 1500 hours of pharmacy practice experience that meets the following 

requirements: 

(A) A minimum of 900 hours of pharmacy practice experience obtained in a 

pharmacy. 



(B) A maximum of 600 hours of pharmacy practice experience may be granted at 

the discretion of the board for other experience substantially related to the practice 

of pharmacy. 

(C) Experience in both community pharmacy and institutional pharmacy practice 

settings. 

(D) Pharmacy practice experience that satisfies the requirements for both 

introductory and advanced pharmacy practice experiences established by the 

Accreditation Council for Pharmacy Education. 

(2) Satisfactory proof that the applicant graduated from a recognized school of 

pharmacy. 

(3) Fingerprints to obtain criminal history information from both the Department of 

Justice and the United States Federal Bureau of Investigation pursuant to Business and 

Professions Code section 144. 

(4) A signed copy ofthe examination security acknowledgment. 

(5) A sealed, original Self Query Report from the National Practitioner Data Bank­

Healthcare Integrity and Protection Data Bank (NPDB-HIPDB), dated no earlier than 

60 days before the date an application for examination as a pharmacist is submitted to 

the board. 

(b) Applicants who hold or held a pharmacist license in another state shall provide a 

current license verification from each state in which the applicant holds or held a 

pharmacist license prior to being authorized by the board to take the examinations. 



(c) Applicants who graduated from a foreign school of pharmacy shall provide the 

board with satisfactory proof of certification by the Foreign Pharmacy Graduate 

Examination Committee prior to being authorized by the board to take the 

examinations. 

Note: Authority cited: Sections 851 and 4005, Business and Professions Code. 

Reference: Sections 144, 851 and 4200, Business and Professions Code. 

Virginia He Id 
Executive Officer 
Board of Pharmacy 
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: Deputy Director, Legal Affairs 
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. SUBJECT 	 I Opinion Regarding l:Jniform Standards for Substance-Abusing
i Licensees (SB 1441) 
I ...... _ ...__.._...__._...___......_J_.__ ..__._..._____._____________.__.___.__...______...._....__..__..._..._........ .. 


This memo addresses a number of questions that have been raised concerning the 
discretion of healing arts boards, with respect to the Uniform Standards for Substance­
Abusing Healing Arts Licensees ("Uniform Standards") that were formulated by the 
Substance Abuse Coordination Committee and mandated by Business and Professions 
Code section 315, Previously, there have been discussions and advice rendered, 
opining that the boards retain the discretion to modify the Uniform Standards. This 
opinion, largely influenced by the fact that the rulemaking process necessarily involves 
the exercise ofa board's discretion, has been followed by a number of boards as they 
completed the regulatory p·rocess. 

Two opinions, one issued by the Legislative Counsel Bureau ("Legislative Counsel") 
dated October 27, 2011, and an informal legal opinion, rendered by the Government 
Law Section of the Office of the Attorney General ("Attorney General"), dated 
February 29, 2012, have been issued and address the discretion of the boards, in 
adopting the Uniform Standards. This memo is to advise the healing arts boards of this 
office's opinion regarding the questions raised, after a review of these two opinions. A 
copy of each opinion is attached for your convenience. 
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Questions Presented· 

1. 	 Do the healing arts boards retain the discretion to modify the content of the 
specific terms or conditions of probation that make up the Uniform 
Standards? 

Both Legislative Counsel and the Attorney General concluded that the healing 
arts boards do not have the discretion to modify the content of the specific terms 
or conditions ofprobation that make up the Uniform Standards. We concur with 
that conclusion. 

2. 	 Do the healing arts boards have the discretion to determine which of the 
Uniform Standards apply in a particular case? 

Legislative Counsel opined that, unless the Uniform Standards specifically so 
provide, all of the Uniform Standards must be applied to cases involving 
substance-abusing licensees, as it was their belief that the Legislative intent was 
to "provide for the full implementation of the Uniform Standards." The Attorney 
General agreed with Legislative Counsel. Followingour review and analysis of 
Business and Professions Code Section 315, we concur with both the Office of 
the Attorney General and the Legislative Counsel. 

3. 	 Is the Substance Abuse Coordination Committee (SACC) the entity with 
rulemaking authority over the uniform standards to be used by the healing 
arts boards? 

The Legislative Counsel concluded that the SACC had the authority to 
promUlgate regulations mandating that the boards implement the Uniform 
Standards. However, the Office of the Attorney General disagreed and 
concluded that the SACC was not vested with the authority to adopt regulations 
implementing the uniform standards. We agree with the Office of the Attorney 
General. it is our opinion that the authority to promUlgate the regulations 
necessary to implement the Uniform Standards, lies with the individual boards 
that implement, interpret or make specific, the laws administered by those 
boards. As the SACC is limited to the creation or formulation of the uniform 
standards, but is not authorized to implement the laws of the healing arts boards, 
it does not have authority to adopt regulations to implement those standards. 
Consequently, we agree with the Attorney General's opinion that the SACC is not 
the rule-making entity with respect to the Uniform Standards, and therefore has 
no authority to adopt the Uniform Standards as regulations. I 

It is our recommendation that healing arts boards move forward as soon as possible to 
implement the mandate of Business and Professions Code section 315, as it relates to 
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the Uniform Standards. Some of the standards are appropriate for inclusion in an 
agency's disciplinary guidelines, which necessarily will involve the regulatory process. 
Others are administrative in nature and not appropriate for inclusion in the disciplinary 
guidelines. For example, Uniform Standard No. 16 which sets forth reporting 
requirements would not be appropriate for inclusion in disciplinary guidelines. 

Please work with your assigned legal counsel to determine how best to implement the 
Uniform Standards. This should include a discussion as to whether: (1) the Uniform 
Standards should be placed in a regulation separate from the disciplinary guidelines; (2) 
the implementing regulation should include a definition of (or criteria by which to 
determine) what constitutes a "substance-abusing licensee." 

It is hopeful that the foregoing information addresses your concerns with respect to the 
implementation of the mandatory uniform standards. 

Attachments 

cc: 	 Denise Brown, DCA Director 
Awet Kidane, DCA Chief Deputy Director 
D8A Legal Affairs Attorneys 
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Ocr:ober 27,2011 

Honorable Curren D. PrjeeJr. 

Room 2053. State Capicol 


HEALING ARTS BOARDS: ADOPT10N OF UNlFORM STANDARDS· #1124437 

Dear Senaror Price: 

You have asked (WO quesrions with regard to the adoption of uniform standards by 
the Substance Abuse Coordination Commime pursuanr to Section 315 of (he Business and 
Professions Code. You have asked whether the Substance Abus<! Coord.ination Commicree is 
required to adopt che uniform standards pursuanc ro rh<!wlemaking procedures under ~ht" 
Admini$H:arive Procedure Act (Ch. 3.5 (commencing wirh Sec. 11340), Pt', 1. Div. ), Tide 2. 
GO\l. C.). You h.we :11:>0 ;<sked, if the uniform sc:mdards are properly adopred by rht 
SubS1:ance AbUSe Coordlnarion Commime, wherher rhe healing arcs boards are required to 
Implement them. 

By way of bdckground. Seerlon 315 of [he Business and Professions Code ' 

provides2s follows: 

u31 '5. (a) For the purpose of dm'rmming uniform stand.ards thar will be 

used bv ht.aling arcs boards in d.ealing with substance-:J.busing licensees. chere is 
established in the- Dep:m.ment o( Consumer Affairs ,he SubsEance Abuse 
Coorciinaelon Commietee. The committee shall be comprised of chc execueive 
officers of the deparrmenc's healing am boards established pursuant to 

Division '2 (commC'ilcing wirh Seerian 500). (he Scare Board of Chiropractic. 
l::xamintrs. the Osreoparhic /',,1cdical Board of CaliFornia, and a designee of the 

Scm Departme'nr of Alcohol ,;.nd Drug Programs. The Director of Consumer 
Aft-aIrs shall ch"ir rhe committee and may' irLVi,,~ indivjuua!s or seakeholders 
who have puni.::ular ape:rrist in [he :<re~ of subsr2nceabuse [0 advise the 

.:ommircec. 

All further section rt:t.:rtnces are IO [he Business and Profes~ions Code, unlcos 

otherwise refcr<!nced. 

2..160172[916 
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"(b) The commime shall he subjtcr [0 rhe Bagley-Keene Open Meering 
;\cr lArriclt: 9 (commu:cing with Stcrian ] 1120) of IJivision '3 ofTirfe 2 of the 
Clovernmenr Code}. 

.. (c) By January 1, 2010, (he \:om miuee ~fgll formulate uniform and 

speci!'ic mndads in each of rhe toilolVing areas (har each healing am board 

$h2.11 use in dealing with substance-abusing licensees, whether Or nor a board 

,-nooses ro have a formal diversion program: 
"()) Specific rcquiremenrs for a clinical diagnostic evaluation of rhe: 

licensee, including, but nor limin:d to, require:d qualifications for the providers 

evaluating the license<::. . 
"(2) Specific (equlrements for the tc:mporary removal of thc: licensee From 

practice, i" ordu to enable rht licensee to undtrgo the clinical dl~gnostiC' 

tv:<lu:Hi,);l described in pu:.graph (1) Jnd ;.l.ny treatment rtc:ommt.>nded by the 
evaluator des.;rired in paragraph (J) and approved by (he board. and spedfic 
criteria (har (he licensee musr mc,:( before being permine.:l to rt'CUrn to pra.:rjec 

on a full-rime or pan-rime basis. 

"(3) .Specific requiretnenc$ char govern the abiiity of the licensing hoard [0 

communica(e with (he licensee's employer' abour. rhe licensee's sraw:; and 
,.. 

':Op.':llrlOn. 

"(4) Standards governing aU aspects of required tesdng, including, but 

not limited roo frequency of ~ewng, randomness, method of notice ro the 
[icensee., number of hours berwcen the proviSion of noriec and the test 

sr:lndards ror 5pt'cimcn collt(tors, procedures used by specimen collectors, the 

pt:rmissible iocations of testing, wherher the collecrion process must be 

observed by rhe colleeror, backup rescing requin:menrs when rhe licensee is on 

vacation or orhery,jst unavailable for local resring,. rcquiremenrs for rhe 

13boratory that analyzes (he specimens, and rhe required maximum [imeframe 
from the rest to ,he receipt of the result of rhe test. 

"(5) Stand2rd~ govaning all a$p~Ct$ of group mewng arrend.anct! 

requirements, including, bur not limited to, rc:quired qualifications for group 

meeting facilitators, frequency ot required meering :mendance. And methods of 

documenting ;md repor(ing arrendance or nonarrendan(~ by license.es. 
"(6) Standards used in determining Ivnether inpatient, outpatient, or 

orher eype of [rearm en, is necessary. 
"(7) \Morksm: monitoring requirements and srandards, including, bur 

nor limited to, rcqulr.:d qualificacions of worksicE: monirors, required rne[hods 
of .moniroringby worhire moniwrs, lnd required reporting by worksite 

moniTors. 
"l8) Procdurts to be t'ollowtd when a licensee testS PQsiti\'~ for a banned 

substance. 
"(9) Procedures [0 be follow~d when a licc:nsec is confirmed ro hal'c 

ingt:;ted :1 banned $ubsr3.nct. 

9998 bLS:ol L1:60b2£91:6 31W) O~ d8:wo~~ 81:vl 1102-L2-1JO 

http:license.es
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"(JO) SpecifiC Cl1nSC'qUences for major vio!arion" 2.ild fnlnOl' \,ioLalions, In 
parcicul~r. rhe commitree £hail consider ihe u~c of :J deferred prosecution 

stipulation similar roo tnt: s(ipui2rion described in Sectiofl 1000 of the Penal 
Code, in which the licensee admits to self-abuse of drugs Or alcohol a.nd 

surrc:nder£ his or her license. That agreemenr is deferred by ~he agency unless 

or until rhe licwsltc commits a major violarion, in ·which case It is revived and 

the license is surtende·red. 

"(11) Criteria thdt " licensee muSt mcer !n order ro petition for return (0 

pranice on a full-rime ba~is. 

"(12) Criteria rh:H ~ licensee must metr in order loperition for 
reinsr,lCcm('nr of a full and unrestricred license. 

"(13) 11' a board u~~> a privJ.ce-secwr vendor that pr0vides diversion 

strvi,.:~'~, scand.'lrj~ tor immediace t~puning by rhe vcndur to'the board of a.ny 
and all f1on.::omoliance "'Hh an\-' 

, 
ierm of rhe divt.':rslol) conrrace or probation; 

I 

standJids for rhe vcnd()r'~ approvc:\l prOCI!$~ for providers or conrraClors tn"r 
provIde diVErsion ~crviCt$. irKluding. bUt noc limited (0, $pe.:imen collector:;, 
group mating f:l(ilit",rors, and worksirc: moniwrs; standards requiring the 

vendor ro d isapprovl! and disLOnrinuc rhe use of providers 0r coni'racrors cha.r 
Llil (0 provide- effecrive or timely divtrsion ~e-rvic~s; and standards for a 

lict'I\£ee's terminacion from che program and referral to enforcement. 

. "(H) If a board uses a priv:m·scnor vendor that provides divc:rsion 
scrvi';t:s, the' exrC:flt to which licensee pa.rriclpation in char program ,hall be 

kepi confidential (rom rhe public. 
. -(lS) I ( it board u,eS a priv;He-sccwr vendor that provides diversion 

servi':es, a ~(hdule (or external independent audits of th~ vendor' performance 
10 :dhering w the standards adopred by (he comm.irrcc, 

''(If,) Mc;)surable trircriJ. and s(;]ndar"ls to' det<:rmlne wnc(lier each 

bO:lrJ' method of ~ealing wirh $ubsrancc.... busing licenSee, prorccrs p;'lrienr~ 

\'rom h;)rm and IS "ife,'rive in :assisting its licensees in re:cQverin.g from substanc~ 

abuse in the long (erm." (t:mphasi!; added.) 

Thus, (he L.egislarure: has escabli,hed In the Department or Consumu Affairs 
(hc-(C3frer deparrmcnt) che Subsr:mce Ahuse Coordlnarion CommiiCa ($ubd, (a), Sec. 315, 

huc,I[(er (ommim:~). The ('am mime is comprised of tht: exeLUrivc officers of eachncaling 

drrs hOJrd withIn rhe departITlC:i\t,' rhe' Scate Board of ChiroprKcic Examint'rs, and rhe 

"The dep:mrnenr'$ he;<ling :;rrs board, ,\re tho~<! boards established undcr Divj$!On 2 
(.:ommcl)(ing With Secrion SOD) to liccn:;e and rcgul<lre praccirioners of the he:lling arts. Tho,;e 
boards Inducic, amo~g othus, the Dental BO;lI·d of Califurni:l, the Medical Board or C,lifon'!ia, 
rhe VI!(eri'nary i',,1diGl Board, ~\nd {hI! Board of Rcglsrerd Nursing . 
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O~rel)p;)rhiC pv'ledical Ht};lro of California (hc::rra frCf. rollecrivt\y. heating ms boards). and a 
Jcsignu of the Smc Dcp:mrntnr of Alcohol md Drug Programs (Ibid.). Th~ Director of 
CQn~Ui1ler Aff')irs chairs the cornrni((ce :l.nd is aurhorized to invite individuals_or stakeholders 

who have_ parricular expertise In (he are. of ~ubStance abuse [0 :J.dvist' ,he committee (Ibid.). 
The committee is required co forrnul:Ht.' uniform lnd specific 5tandard~ in each 01' 

16 ;:tri::3.,S providd by rhe Legislature. but otherwise has discretion (0 adopt the uniform 

~f'1nl.-br.:\s tach ht':lli;'!:?, am board shall USt: in dealing with subsunc.:-abusing licensees 

lsuhd. (d. S~C. 315). The commincc: adopred its initi:\I ,er c)f uniForm m.ndards in April 
~OIO. ;lnd revisd those initial standards as rectnriy as April 2011.1 Alrhough (he comminee 

has adopted (he u~iform scandards pmsuanr toir$ own procedures. ir has ye, ro adopr rho,,;e 
~r.ln d.Hds pursuitn c to [he I:ulemlking pro(ed ures or [he Adm.inis(rative P roce:dure r\ cr 

(Ch. 3.5 (commencing with Sec. 11340). Pr. J. Div. 3. Tide 2. ()ov. c.; hereaFter APA). 
'Yc)U have :l,;ked wherher (h~ commi[[ee is required co adopr ,he uniform sc;:!ndilrd~ 

pursu:l.nr co rht.' rufen-d<ing procedure" of rhe APA. 
The A PA e,rC1hli,;hes b:lsic minimum procedural requiremenn for the adoption. 

,llwndmt'nr. ~)r repe<ll of adminisrrati-vc regulations by srate agen~its (suhd. (a). Sec. 11346. 

ell\!. C.).The APA i:; appljobl.; (0 che exercise of lny qua~i-legis1arive powa conferred hy 
:llly SCHur,' (lbid.). Quasi-Iegislarive pov.:ers consisr of (he 3urhoriry co nl::tkc rub and 
ro'guLuions having the: force: and effeCT of hw (CalljClrnia ,~d ..ocatrs Jor Nursing HOnle Reform 
I'. BIlTlI.l (2003) ] 06 C.. I.A. pp.4rh 498. 517; her<:-"Ifri"r CalYorrli(l Advocates). The APA may j10r 

b~' ~LlpL'rsedcd or nl0Jifi~d b)1 ~ny subseyu~nr legi$l:Hioncxce:pr ro the txrc-m thar rhe 
l"'gl~l.,tion doe~ ~o e);prC'~~;Jy (:.u\-ld_ (a), Sec. 11346. COy. C.). 

The rerm "regulwon" is defined for purposes or rhl;' APA to m~an .. ~ ruk. 
rl"gui:lCion, odeI', or ;mndnrd or gtncr:11 ~a.rion or rhe: amc:ndrncnr. ~uppleme-nr. or 
revision wI' :\ny rule. regularion. ord~r. c)r Mdndard adopred by anI' srart .1gtncy ill inlRlcmt'nt. 
inrt'rprct. 2.!: make spt(d(~ the law er;forced or ~ldministered m: !L.9l ~ govern irs procedur( 

(S('c. 11342.600. Gov. c.; emphasis adde-d)- Tht' APA provides rhar a :;me agen.cy shall nOl 

issue:. utilize. enforce, or arrempt ro enforce any guideline. cri(~60n. bulletin, manu;(l, 

in£rrlll:tion. order. srand3.fd of genN:t1 ~.pp\icarion, or orher r\.l!e, which is a regubrion under 

rhe r\PA. l..Jnies~ proptrly adopted under rhe procedures set forrh in tne APA, and ,he OFFice 
\)1' AdminisLr;lcivc L:aw is empowe'['eJ to de(crmine whether an.y such guideline. criterJun. 
['ullctln, manLlal. insrruction, udel'. standard of gtneral application. or ot'her rule: is a 
rcgu1:H1of1 under (he APA (Sec. 11340.5. Cov. C.). 

In TiJt"wnrer M,uinl' Wmcrn. Inc;. v. Brad5h,1W (J996) 14 Cal.4rh 557,571 (hcro!'rn 
'rid(\\,'lratrh~ Californl;, Supreme COUri foun~ ,,;; F01-10''''5: 

--_._----­

20 \ 1). 
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"/\ r~gula(JOn subject [0 the APA rhus has ['11'0 principal identifying 
cnaracrerisrics. (See Uniun or AmerrcQl1 Physicians & D~nij5C5 v. Kiz~r (1990) 223 
Cal.App.3d 490. 497 [272 Cal.Rprr. 886} !desc;ibing two-pan rcst of ,he 

Office or AciminiHI'2tive Law].) f:im, the 3ge:ncy must intend its rule·ro :apply 
gcnaaJI)', rarher rh .. n in a sp~cific casco The l'UIe need nOt, howi;>ver, apply 
ltnlversally; .1 rule applies gencrall>' so long;ls i[ declares ho1.y l cercain cl,,~s of 

C,~"fS will be decided. (R"tb V. 1)''PtmnIt'rJt of Vett'rans A)}lirJ (1980) 110 
Cal.App.>d 622, 630 [167 C<lI.Rprr, 5-521.) SeCOl'l.J., theTLIle mLISt 'implement, 
interpret, or m<lke spt!ciFic ,he L\w wrorc<?d or :;dminisrercd by Ichi! agency). 
Or ... g()\ian !rhe :lgency's] proCl:dllrC': (Cov. Codt', § 11342, :>uhd. (g}.r 

II 3 poliCY I..lr procedure ~~l\s within rh~ ddinilion or ;i "regulation" wirhin (he 

mL'':;E1ing or rh': APA, rh..: adopring agtnc7: mllS( cllmply wieh the' pro..:tdurt$ for formalizing 
,hI! ('cgtll;H1Qli. which in(lud~ puhlic nor-i,-", ;lnd ;;pprov~l hy.rh~ OfFke of AdmIniHr;arive L:lW 

lC'"IIlY ':f BlI!r(~ 1'. J:rHc.'T,~i.'I":y l\-l~di,·.tl Smlw /IL,rboriry (2010) 187 Cal.AppArh 1175, 1200). 

TlwOlliL·f.' o( Adminiserarive L:lw h ft'uuird to review alll't'lul~tioM .ldop·'ted \)ur~U:lnr ro , .:> , 

!he 1\[1/\ ;!nd (0 i'11:lke ils deraminadons ·according to $p~cified standards that ilKlucic, amona 
- 0 

urh(!r things, a$~e:;sing rhe llC'cessicy for the: regulation and rhe regubtion's consistency with 

[he ~,gency'5 sr;Hllrory obligation 1;0 implement a Statute (subd. (a). Sec, 11349.1, Gov. C.). 

Applying rhe$e principles to the question presented, the uniForm stand.a.rds are 

5uhjc.;t to rh~ nilemaking procedures of rhe APA if rhe follol'ling cri(eria are mer: (l) 
S~'::rion ~ 1 S d()~~ noe expressly preel ucie apf'lica cion of [he A P A, (2) (he (ommltree ;$ it Sl.lCe 

.• gene), under rht AI)A, (3) rhe uniform srandards:m regularions subjecc [0 the f\PA. ;lr.d (.:j). 

flU t'xc;"mplion appil('::lundu (he AP.~. 
\\' leh respect ro eht fil'~r ..:rirrrion, S~crion 315 is silc-n( on rhe application Qj' rhl' 

}\PA. '!'hLl~, Se(rion ,1 S docs not exprt's:;[)' prexludt' •• ppliCdrion or rh~ Al'A, and (hi: /\1>,\ 

wdl ;1ppl)' to :~ny rquLltion :ldOPCl'd un:.1C:I· Sterian 3J5. 
\NI..' (llrn n':xr rO (he second crircl'ion, and ,,vherhc:r (he commirree is an "agency" 

(or ~,urpOS!";5 of rhe ,A.PA. The word "agency" is defined, for purposes of rhe AVA, by several 
separ:Hc provisions oi law. For purposes of the rU[l!making proctdurcsof rhe APA, "agency" 
i:.; defined (0 mean astate agency (Sec. 11342.520, Gov. Co). Tbt referenc:~ to scare agency is 

defined t'lscwhcre in rhe Go\'ernmenc Code co include ever), H:m ofrlc~, officer, dcparrmern, 
divi . .;ion, hurc;l'.l. hoard, an,:l(ommis~illn (~ubd. (a), Sc.:-. JJOOO, COY. C.). The AI)A does Mr 

:lpply ro ~n .lgC'l1c), In rho' jLldicial Or ltgislarivc ~r';Hl,h or' rot srace govcrnmem (;uhd. (J). 

Sfc'. 11340<). COY. C). 

A l')n~ ,h"';t' lim'" rhe /\ [l!\ is appliLahk (0 rhe l'.xcr(l:;' Qf .1ny '1u.a,;i-J~gi~lall\,l' . 

j.'C)w .... r lont'erred h)f 2ny srarUlr. t,stlbJ. (a), S¢c. l1346, CQv. C.). Quasi.legisbrivI! PC)',IvW 
Ltm,j;;[ "I' the aurhority to make rules and rcgubrion$ havirtg che lora and effect of law 

(C.l!ij;'rni(l ,A,dVN(1j(S, supr:.l, at p. 517), Thus, for purpo~es of our analysis, we think rhat al1 
.. .agency" mean;; any !;rare offic~. officer, deparrmem, division, bureau, board, or commission 

. [hat exer.:ist:S qU<lsi.l~gi;.1:,Hive powers. 
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f'kre. rh~ C'ommirra is a stare l)f~iC<' compri;std or execmive orriccrs,'of the healing 
.ms f>oards 3nd the Dirt:ctor of CO!1SLIi1'\er Aff4 irs, Alrhuugh (he Legistarurc has'sc{ forrh 16 

:lrC1S in whieh the commirtt:e,' is required (0 :"dopr standards. the comminec irself is required 

r0 cx~rci:k l1u:1,.;i.legi,LHlvC powers ilnd adopt ul1irorn\ srand3.rd$ wirhil1 ,hose an~as, Those 

!',l:lo'd:.lrd$,shall have ch,; fOi'ce and ~ffecr ofhw. sinet' ,he healing arts bo.~rd.s, as disC'u),;!;<!0 

ITI,W<' extensively helow, :Ire ft'quired to U:'t: che 5c;l.nd:<rd~ in d~aling with $ubst"nce,;<busing 

iilo?mc~s "nd rhe :>tanJards :lre'required [0 govern rnarrers such a~ when a licensee i$ 

[clnpur.ll"iiy re-moved from practice or subject tl,) drug rosting Or work moniroring (para~. (2), 

~4). ;In-l (7), su\lJ. (c). SeC. 315). Accordingly. 'wi! r~ink the (om mime is an agency [0 whICh 
die APA ;;!pphe:s. 

A, ro tht: third crirerion, tWO dcmenrs musr br me( for rhc' uniForm sr;:md.lrds ar 

IS,Ut' ILl be :1 rtgulari9n: thq' ITIusr :,ppl), generally ,and rhey musr implement, incerprcc, or 

111.ll~ spt'.:iric a 1.I.w <·ni'ur .... t'd or :ldministo;:re...i by th~ age-nl.'y or chat govl'rn::; irs pro'edl.lrf,~ 

,'J'1I1ew\l1((, supril. at p. 571; SeC. 11342.600, Co\" c,). Section 315 requires rhe commime (0 

i'0rmlll~r~' uniform ,tid sp .....ciric- sr:mdards in specified arc:as that each healing am board 
wnh;n (ht' dCpdrrmtnt shall uSo' wne-n de;;ling wi,h suh:>rancc·abusing licensees, wnerher Or 

nor the ['L)al'c1 chooses rO fUll;: a rornul diversion progratTI. The uniform scand2rds will nq be 

limicl·J HI JPplicarion ro parricul:lrinsra.nc~s or individuah DLlr. insro;td, will <lpply g<:'nerally to 
rhose li.:cnsa~. Funher, under [hiS stoHu,ory ,;cheme, [he unifo'rm sr:;md:lrcis will impl~menc 

Sec:riun 3] S and ~.,..il\ he ~nrorcc.:! and admini:;rert'd by. "nd Wll1 govern The proced t.lrts of. C;lcn 

hc,J,ng ,)fr.' hO:lr-l rh>H is a memhcr 01' rhe' (ommina. Thus, rhe ttnil0rm sr:.lnd:Hd~ ..\re, in ,)ur 
\'i,'\\', n reg1,ll.H i~m 1I neter rhe ,\ P:\, 

Lasrl}'. Wi: rurn \() rhr. fourth ,'rlrt:rion, .. nd wh~rher the:' r<'gul;uiLm is e-xemp\' from 

[iI ... APf\. Ct'rrain poliL:it:s and procedure, ::t['e expressly ~xrmprt:d by srarure from rhe 

rquirem~nr rh:n rlwy he .daptcci a:; regulario!1s purSl:lanr to rhc APA. In rhat regard, 

Sl'GlOn 11 )ftO.0 or (he Clovernm~nr Code providts as follows: 

"113~O.9. This (!laprer dues MC apply to any of rhe following: 
"(a) An agency in rhe judicial Or legisl:Jrjve branch of the stare 

gO\,L'rnmenr. 

"It,,) ,'\ \e:,'al J'uilll<' or c-l)un~<~l i;;sued by rht I-'I"~n(hi,e T:l.x Board or Sr;lt~
\ 0 ~ I 

Bu:lrJ of Eqllali7.<Hlon. 

"(.:) /\ 1',,)1'11''' pro,-!'Ihd hy ,\ ,.;(;)(e .lgenl}! 1,11' ;,ny inStruct!Oi'\~ r\·lanng [\.'I 

rh.: \.(~c \l( rlw form. r,ur rhi:; pro\'i~iun 1); nul j lirrllr:uiL)n 0n :my re-quirt>mc:nr 

rh:tt .1 regularion r-r: "dupccd p\.lr~llant CQ this .:hriptt'r when one is ncc:ded (0 

tl\\r'\<,rnen! the bw uncle'!' which rht' COl'[n is isw~d 

"(d) /\ re'gubcion char r~1.Hr:s only 'ro [h~ imt:'rn,:d management or rhe 

sr:a!c> agci'\(y. 

"(e) A regulation lh .. r eS(3blish~s crite!'i;>. or gUidelines ro be used by (he 
sr;~fr of an ;!gency in pcrtorrning an audit, irwe:stigation, exarnin:Hion. or 

in::.pccriLlf!, 'seetling a wn1I1\c:rcl.<1 .:1.ISpure. n~g0riJrin,g a cornmer(ial 
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;lrr.mg1?I11~!ll, ur 111 [he d~fcns<', prosccU[ion, or scn!e::mem of :l caSe, ir 
di~clQsLlre or ,he crireria or guideliM~ would do anyor the following: 

"( 1i Enable ;llaw violacor co avoid d~reLri0n. 

'\2) h • ..:ili(are disreg;,rd lircyuirernerm imposed by bw. 
"(3) C1\'c' clc:Hly improp<:'1' adv..\milg~ [0 it peC"son who is ·in an .adverse 

position to the ;r.:m:. 

"(I) A rL'glltHlL~n rhar cmhvdic$ the \Jnly legally tenaSI.: inrerpr~r.\ri()n 0(:1 
pr')l'ision ,-,(Llw. 

"i d (\ rt~''''ubrioii rh;1i l'!>ublisht'$ 0r fix.:s r.Ues, prices, Or t;lriffs.\,;1. ~ 

"lh) A rcguLHi-.)n [hal rCbr"$ co· \h~ use of public worb, indudlJlg 5Ueet~ 
,[nJ hlghw·"y.s, when .he eJfc:cr or thl: res.ulJrion 1$ Indic;m:d (0 (he publIc by 
ml'an~ of ~i"'tlS or ~iQTl.al$ or whc>n (he relc'u\a[ion determines uniform sc~ndi\rds 

~ Cl " 

:lnJ spl:cii"i,';Hit)ns ["Qr orri(ial [r~th(' conrrol devices }'l.~r5u~n( ro Sccrioo 21400 

0i'rilr Vchich: C0dc:. 
"\I) A l"I~glll.Hion rh:1i IS dirccrt:d rl) :\ spet."i(lcllly narr.ed person or ro " 

group or person> "lid does nor :lpply g~ner;<lly rhrol,ghoUi che st:ne." . 

Nt)l1t" o( the:: ~xcmprje)lb contained in rh\.' r\PA can t'>e reasonably conslrued [0 

.lpply ro ,h,' L()rnmirre~ <..11' rh,: uniform !>rartchrds ro he used t-y (he ht.,!ing ilrrs bO.1rd,. In 
JciLII(lon. \'1( .1r,~ .1W;trc o( flU \)r\h'r ,lppliDble c',~e!Tlprion. 

'!"l-ltl:>, t~CC.Hl'': ;dl ["our of th~·<.'rlrtri.\ Me mer, ir is our oplllion rh:lr the SuhsrdnL~ 
!\bll~t' CuLlrciin:Hion Commirrec is rCclllirl.'d ro :\dopr rhe uniform srand'1rci:; pur5u~nr ro rhe 

l'ul~m,lkJng pro(t>durc's under rhe Acimmisrrarivc Proc.:dure Ace (eh. 3.5 (commcn,-ing wich . 

S",.11~40),P[.1.Dlv. ),Tirle2.Cov.C). 

1l<!Ving n:~l'hLJ rhis ccndusioJ), Wi: n~xr [urn ro whcrher rhe healing arE ho:ards 
;ll",' rL''iulrd cu U;t' rh~ unil'urm sr::nd:lrds if tho~e sr:lnci:lrds are properly adop(ed. [0 

JJJrc$slng rh:H quc:.s(lon, We apply (cHain established rules of scarurory cons(ru(rion. To 

~Slatnin the meaning or ,1 ~tJrLlCe, We begin wirh rhe langu:1ge in \'Jhich rhe $[il[Ure is framd 
(Laoy '/": v. W'lrkmm', Cllfl)1. Appcl' i., [U. (19-/4)'12 C:~ULi4)4. 438; Vila!i," SChlWl Dis(. 

I'. W.,lrkl'f.' Ct1mp.!\ppe.1I's /),i. l1995) 40 C31./~pp.4rh 1211. 1220). Signific:J.n.:e $huuld [-,.:: 
givc'r, rtl "I'I:.'ry "tllrd. :lnd Lt1nstl"llCrion nubng some wods sLll'plu~age is ro (>C' l\voidc,i 

\1..t111(laE S(,'f/ (\,.1'. JHia ;:inlincl:ll. lill. (J993) \6 C:lI.A\-lpArh 1034, 1040), In ;lddirl11n, 
,,1'1',·,"[ ~11L)lJld he given r() mtrures ,']l'L~llrJing t() !h., tISU:~1. ordin.lry import or [h~ language 

t'mpl,lYl·j ln fellY\ 1l1g rhi:m \ f)td'$,ll.\ I'. VI-' vrka..;' C1tl'iP, JlppeLlf5 Rd. (1993) 5 Ca1.~th 382, ,}S8). 

1\" "er i"onh 2h0\'C, $uhdi\-isi0n (e) bf' Secri0n 3] S provides rhac "(he ('onlmimc 

:,h:dllorrnul:ar.:- uniForm and ,;pocific sundar.:[, in ~.1ch of rn, following ~reas thac €:;ach healing 

ue:; hu.1rd stull gg in dc:;;.iing with subsr".ncc-;;busing licensees, whcrhtr Or nor a board 
Lhu0~c$ 10 h:l.ve <t formal diversion prograr:n" '(emphasis added), Se-erion ] 9 provides char 

"sh:lll" IS mandarory and "may" is permissive. The word "may" is ordinarily LOI\:;rrL1e~, as 

pcrmi;sivc, whcl"I.'.IS rh~ ',vord "shall" is ordinarily con~rrLled as mandarury (Cl1nll?'IMI C.,~S~ 
I'. 1>,\<11".1 elf Suprfl'i;(1(; (1989) 49 C.ll.3d 432,443 J. 
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r lere, ill St'nion 315, rhe Lrgisl3rurc uses lh(. tC'rm "~h?II" r,nher [nan "nul .in 

pnwi.:\lng rhar c:!ch hCdling :arcs board "shall uSt" (he spccir'ic and uniform sr3.nciards adoprcd 

by. rht' (omn'.iccce wht'n dealing wi,h subsr;:lI\ce-abusing licensee>;, The Leglsl~HUl'e uses (he 
rl'rm "~h;)11 u~e" as cum pared co ;'shall con$id~r'" "m~y considt:r." or "may USC,H The 

I.cgisl~rurc'~ u~<! of" the'" ,,:rm "5h211" inciicatcs thar the> healIng ;)rrs OO:lrds J.rC requ)red co use 
thr ~tand,li'cli; JJaptc'd hy lht c()mmirccc rarher ch3n being pruv[..:ied rhe ,iiscrcc[on co Jo Sl). 

t\·1 ()r .... (we r, .:IS cmployd in chis .:oncc.xr, che worJ "usc" implies char rhe healing an:; boad:; 

rnu~r implcmcnc :md .lpply thust Hdndards rart'ler [kIn mady (onsid~ril1g them. rinllly. cht 
bl' l)( rht' CL'rm "uniform" ~uggc,tS trnt [hi: l.t~i:,datl1rc intended l'3.Lh hO;Jd ro apply the: Same 

,r:Jnd:lrd,;. I!' the hC:dlmg arr$ bu'lrc1S were not required to u.~~ tht St.;]nci:m1s as adopred by rhe 

(ummirra, rhe .~ranJard.!i employed by rhest! b03rJs would vary rarhtf (han being "unif0rm:' 
Norwithmln;:!mg tht plain meJning of Section 315, one could argue thar the 

l"Il:h'tmc'n[ uf' S\-(tiun 315.4 indit:<lrt'~ rh;1[ (he Ll'gis!.~rurc intended rn:lt implementation ul' 

lh<' unIform ~cilnd:ar.:i,; by che b0;)rd~ Pi:: di,;,:raion,HY, Section 31 S.4. \vhich W,J>; add<:!d hy 
S~n,Ht' Btll No. J J72. o( rht: 2009· J 0 Rcgubr Se~si0n (Ch. 517, SW:i. 20J 0; hW:ili"ra 
S.l~. 1172), pruvide,; chdr;a h~Aling :m,; hoard "11\;)Y "dopt regulJrion,; ilutherizing tht board 

r~) or~h'r 3 Ikl'nsee 0n prGr.u~lon or in ;l ,ii\!','rsioil program ro (e;\Sc' pracrice for m!lj'Jr 

\'10LHtOn~ .tn,,1 \\ilWi1 rlw hO~lrd orJ,'r:< ,1 lic'cf\:;("e ~o ulid('\'go .1 ,:linic~11 dlagn'J~ljc CV:l1u;nion 

pu!',uanr rc) The uni(orm :111.:\ spec:Ci.: swrdarcis adopted :In..:1 :-lurhorizcd und~r St."L:tion 31 S." 

S~"'liLln "11 '5.'1 .:uu!d hI:" r~,1d IL) imply lhd( a healing Jm tToard is nor required (0 im'plemenr 
(h.:..~~(' unirorm l'r;md~rd$ hcC';lU,<: rlw bl);lrd \V~~ givtn discrerion ro adopr the fc-gwlarions chat 

wOllI.:l .~HLl\V [har hoard to impkt11tli1. rhe scand:lrcis. if nece£sary. 
lr i~ ;, m:n:ln'! oj" S(:HtH0ry (Ol\srruC'cion rh:H a starurt is to be .:ons(med so as [0 

h,ll"Inunizl' it's variLlUs P:1rCs wirhin rh~ kgisbrive pllrpo5t of rhe scarure as a whole (Wdls 
l'. M(irlrl,1 Ctry Pn'pmi<.'s. Ille. (198]) 29 Ca1.3d 781. 7SS). As discu!\sed ~,hve, we heli';l'e thai 
tht' pi;lin Il1c'lning of Seerian 3J ') requires rhehealing arcs ho~rds \0 implement the uniform 

.~randarJs :l.dopr~d by (he Cumrnl!li:e. Thm, whcrher SccriOft 3]5.4 indicares. ro (he conrrary. 

ch:lc the Lt'gisl:nu!"c' inrended (he boards rLl h:lV~ discrtrion il~ (hac regard depends upon 
\\'hnhtr rhcr~ I'; .1 rArional hS1A fc)r h;irtnonizing rhe' twO srJ.rures. 

In h:1t'!l)M)izing S~(rions 31'S and 31S.4, W~ nerC! th:;r S.B. 1172 did nor makc ;'ll1y 

'Iung... ~ ro S~'c"ti0n 31 S, ~uch 3.'i ch<lnging the (mn "shclll" ro "may" in' sL1bdivi~ion (.:) or 
SL·\'ti\)\1 31) ,lr dt'bing <"lily sun.:livi~iQn~ uf Secrion 315, S.B. 1172 did I~or diminish rhe scupc 

,)f rlu' alJrhoriey provded ro rhe commirtee: (0 adopt the uniform $Cand:Hds. In (acr, rhe 

,11131),'1:; 01' rht: St'Il<lt~ Commlrre,- on !)usin<ss, Protc~$ions and Economic Devdopmenr for 

S.l). i 1n, dace ...! April 19, 1010 (ha~Jfrer C'ommirra an.alysis), jescrib~s rhe purpose of 

S. B. J 1T2 ;.tnd rh~ en ,~crmenr of jt'C( iL1j) 3) 5.'1, a~ rollow~: 

"The Aurh0f puinr$ our chat pursuant (0 SIS 1441 (RiJk-y,Thomas, Chapeer 

S4S, Smures of 2(08). rhe DCA Wil~ r~'-luirl.'d ro .,dopr uniform guidelint'$ on 
"ixrn'n ~p, ... i(iL sC1l'\,1.:trds due wullld ,lpply \() suh,rJnCl' abusing h,'alrh ,arc 
ll<l'n,,'l'$, \\'\T;tt",lk:." l1[" wht:dwr .1 hoard h~;; ~ Jiver"i"n proaram. Although 

.. ' Cl 

m,)SI "I' rhe .1dopttd guiLle!in<,~ d~, nOt nt't?d "ddiriof1al $(ii[UrCS ror 

2..150i72£916 31W) ar~o d8: wOJ .:l 51 :b1 n2l2-2..2-1]0 
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irnplrmenrariof1. rhtre ,m c\ couple of ch.lngts Ch;H musr be srarutorily adopted 

C,) fully implern~nr rhese sr:mdarJs. This Gill seeks to provide. rhe sramrory 

..l·..Hhoriry r0 <lllow bO:lrd~ to order a li,'ensi'c' fv C,'~S¢ practic~ ir rh~ Itcensee. 


C~~(~ PO;ICIVC I"\)r :tny $l.!h:\(:1n.::~ rh.lt t:. prohihltc:d undt:r rill' tt:rrm o( {h~ 


\ict'nse,"~ prob.lri\)f\ ur dlV~r:;l\.ln prl)gcam. if".l m~jol' vj,)larion is (oml:ni[(cd and 


whilL' un-1ergclIng LlinicAI dl;.l~nosri( ~v~!u~ri()n .. (Committee :malysis. at p. 4.) 


·I·b· ,·omminL"c. an.l1),sls I"urrhcr pl"tl\'idi:s th2r rhe purpose of S.B. 1172 was (0 

gr:1nc ~p\'(il'i( .1llrhnriry fl) implemcnr th\lsC $t"ndard~ and "provide For che full 
il1ipl~mtnr.-l!i0n <)1 rh,· Unil-t)rnl Sr3ndJr,Js" (..:ommirtee .1l1a\ysi.s. ~r p. 11). The .::ommirue: 

JI"I:Tly:;is .1t no rimt' implies rh:H [he Lc'gis\arun' imended [he Se.::rion ., J5 uniform sr:and~rd~ to 

b.... Iwiscd or repc'alcti hy S.B. 1172 or [har, in enaering Sterian 315.4. rhe: Legisbturc 
inl .... n,1\·c! (h,1( rhl' impk'Tlcnr;HlC}') or rh;:- uni(cHI1\ $r;)nJard~ .he suhjec, ro rhe discrerion 0( 

,',1.:11 hrrillng <Jrt:-. bo.)r<.i. 

ThLl!>, in (lUI' vit·...... S • .'c.(i\)f\ ") 1S,4 m"l}' bc:- I"(',\~oni\hly c,ln$[rllcd in ;, milnner thar 

lurmuni;::l's Ir wilh St','[iufl 315. SpCClfiedll),. WI.'" rhtnk rh.~r rhe: inrenr o(rhe i.t!gisIJ(ure In 

.'n,loin,' S(\{IO!1 ") lS.-1 w;l~ nor co 1114kc r1-.c ulld'orm sr.,nchrds dl~.:r':[lon;Jrv hlH 10 ··provi.Je
~ . . I 

10f rhe' rull impicm,'nc\£ion of [bc Uniiorm Srandards" by pl'oviding (he iluth<:riry (0 adopr 

r(;"'lh.liuns whi.':-~' cht> L..:o-i;;brmc believed that Further starut0r'y' wthorltv w3:; l1eeded. 
::-;:) I ; 

A,-,'orJI!),:;ly, Wo!: rhill!': irnplern<·nt:Hion hI' 'the v,mous he.aling :lrtS b03rds of rhe uniform 

~r.lntbds ,ldopreJ Lmder St'L"titll1 315 IS rnandarory.' 

·1 Alrhough ).:(rion 108 :lnd Divj,;iL)n 2 (cQmm~n(ing with Secrion 500)-authoriz~ th~ 

hl';llin~ Jrrs bO;lrd~ to $ct ~(~nd;lrc1s 31id ado}'r regula(io!1s (~ec. for example, SeCS. l224. 1614. 
]013. 253i.t)S, 2615, 2715. ·2~S4. 2930.3025.3510. and 3546), it is ,1n axiom or $tartJtory 
':Olhrrllcuon rh.ll :l p,1(ri';lJiu or specific provision r;.kt'$ prt:ct"d~l)Ce aver a conflicting general 

prcwision lS~c. 18'50. c.eIl.; :"cgrl(:di~iI"li L!.lb.'r llel<HIOlll 8..-/. ,'. Supcrior COllff (]976) 16 e~lJJ. 392. 
.j~O..I~'p JI~m. i\.U[I" I'. ligrrlwifllr;li lZr/,lri<'II.C B,t l \ 976) 42'1 U.S. ~02; SCI.' ::lIsa Sc,:. "35"34. elv. C.). 

I·hus. in Lll1r '·lew. rho' $f)<'..:ifi<' r~Lllllrt.'mt·nt lIn.iL·r SC:':tlon 315 that rh.: u:1iform st.-!I)ci:H.)$ b,' 
.,,1,))1(<,,1 ~tt!xr-;<·Jc"~ ;tny g<')\t"':d pr(wis'c)n .1L1rhor'~ing Ih<' l>n.,rJs {O $<.'1 Hand:arJs and Jdopr 
rt.~::t1b\IL)n~. 

.1.160172£916 3.lWJ Ot~tJ d8:wO .l.:l 61:-171 H02-. .L2-.lJO 
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Thus, j, IS uur upinion rh.1L it' rho'" uniform stanc1;<rds are propt'rly adopted hy rhe 

StI\'>:;unci.' l\bLlSr.: CL)ordill.\tltJll Comminec. rhe' he~\ling arTS b>oards ~re rcquirt'd f0 

Implemenr rh(,IT1. 

Vr.:ry Truly y(Hlr~. 

Diane f;. Boyer.Vine 

Lcgishlivc COLlnsd 

~~ 
l)y 

l.isa /'v\. l'lunlmn 
!')epurT' I ,\'giS\;ltIVl' Cl)llll~t'l 

LMP:syl 

Hd1'd 2..160172£91:6 
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Department of Consumer Affairs 
Legal Affairs Division 

Frolll Kathleen A. Lynch 
Deputy Attorney General 
Government Law Section 
Office of the Attorney General- Sacramento 

Date: February 29,2012 
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FACSIMILE: (916) 324-8835 
E-Illail: Kathleen.Lynch@doj.ca.gov 

Subject 	 Unifonn Standards Related to Substance-Abusing Licensees (Bus. & Prof. Code, 
§§315-315.4) 

Executive Summary 

You asked us to review Legislative Counsel's letter of October 27,2011, which rendered 
certain opinions regarding the Substance Abuse Coordination Committee (SACC), which was 
created by Business and Professions Code section 315 to fonnulate uniform standards for use 
by the healing mis boards to deal with substance-abusing licensees. Legislative Coun~el opined 
that: 

(1) SACC was required to formally promulgate the uniform standards as regulations pursuant to 
the Administrative Procedures Act (APA), and 

(2) the healing arts boards are required to use such standards under Business and Professions 
Code sections 315. 

Summary of Responses 

With respect to question (1), we see things differently from Legislative Counsel, in two 
respects. 

First, we believe that SACC's adoption of uniform standards does not need to undergo the 
fonnal rule-making process under the AP A. While other laws could potentially require the 
adoption of regulations when the standards are implemented by the boards (such as statlltes 
governing particular boards or the APA's provisions applicable to disciplinary proceedings), we 
disagree that section 315 itself triggers the need to issue the uniform standards as regulations. 

Second, even assuming the uniform standards must be adopted as regulations, we disagree with 
Legislative Counsel's apparent assumption that SACC would issue the regulations under 
section 315. The legislative histories of the relevant laws and statutory authorities ofthe 

mailto:Kathleen.Lynch@doj.ca.gov
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individual boards indicate that the boards would issue the regulations to implement the uniform 
standards. 

As to question (2), we agree with Legislative Counsel that the healing arts boards must use the 
uniform standards under sections '315. A board cannot simply disregard a specific standard 
because it does not like the standard or because it believes that the standard is too cumbersome. 
However, some specific uniform standards themselves recognize a board's discretion whether 
to order a particular action in the first place. Thus, boards still retain authority to determine if 
they will undertake certain types of actions if permitted under a specific uniform standard. 

Statutory Background 

In 2008, SACC was legislatively established within the Department of Consumer Affairs to 
create uniform standards to be used by the healing arts boards when addressing licensees with 
substance abuse problems. (Bus. & Prof. Code, § 315, subd. (a); Stats. 2008, ch. 548 
(SB 1441).) By January 1,2010, SACC was reqLlired to "fonnulate uniform and specific 
standards" in 16 identified areas "that each healing arts board shall use in dealing with 
substance-abusing licensees, whether or not a board chooses to have a formal diversion 
program." (Id. at § 315, subd. (c).) These 16 standards include requirements for: clinical 
diagnostic evaluation oflicensees; the temporary removal of the licensee from practice for 
clinical diagnostic evaluation and any treatment, and criteria before being permitted to retUl11 to 
practice on a full-time or part-time basis; aspects of drug testing; whether inpatient, outpatient, 
or other type of treatment is necessary; worksite monitoring requirements and standards; 
consequences for major and minor violations; and criteria for a licensee to retUl11 to practice and 
petition for reinstatement of a full and unrestricted license. (Ibid.) SACC meetings to create 
these standards are subject to Bagley-Keene Act open meeting requirements .. (Id. at subd. (b).) 

On March 3, 2009, SACC conducted its first public hearing, which included a discussion of an 
overview of the diversion programs, the importance of addressing substance abuse issues for 
health care professionals, and the impact of allowing health care professionals who are impaired 
to continue to practice. (Sen. Com. on Business, Professions, and Economic Development, 
Analysis of SB 1172 (2010-2011 Reg. Sess.), as amended April 12, 2010.) During this 
meeting, SACC members agreed to draft unifol111 guidelines for each of the standards, and 
during subsequent meetings, roundtable discussions were held on the draft uniform standards, 
including public comments. (Ibid.) In December 2009, the Department of Consumer Affairs 
adopted the uniform guidelines for each of the standards required by SB 1441. (Ibid.) These 
standards have subsequently been amended by SACC, and the current standards were issued in 
Aprilof2011. 

According to the author of SB 1441 (Ridley-Thomas), the intent of the legislation was to 
protect the public by ensuring that, at a minimum, a set of best practices or standards were 
adopted by health-care-related boards to deal with practitioners with alcohol or drug problems. 
(Assem. Com. on Business and Professions, Analysis ofSB 1441 (2008-2009 Reg. Sess.), as 
amended June 16,2008.) The legislation was also meant to ensure uniformity among the 
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standards established throughout the healing arts licensing boards under the Department of 

Consumer Affairs. (Ibid.) Specifically,the author explains: 


SB 1441 is not attempting to dictate to [the health-related boards] 
how to run their diversion programs, but instead sets parameters 
for these boards. The following is true to all of these boards' 
diversion programs: licensees suffer from alcohol or drug abuse 
problems, there is a potential threat to allowing licensees with 
substance abuse problems to continue to practice, actual hann is 
possible and, sadly, has happened. The failures ofthe Medical 
Board of California's (MBC) diversion program prove that there 
must be consistency when dealing with drug or alcohol issues of 
licensees. 

(Assem. Com. on Business al1d Professions, Analysis of SB 1441 (2008-2009 Reg. Sess.), as 

amended June 16,2008.) 


In the view of its author, "[t]his bill allows the boards to continue a measure of self-g()vemance; 
the standards for dealing with substance-abusing licensees determined by the commission set a 
floor, and boards are permitted to establish regulations above these levels." (Ibid.) 

In 2010, additional legislation was enacted to f'Lniher implement section 315. Specifically, it 
provided that the healing mis boards, as described in section 315 and with the exception of the 
Board of Registered Nursing, "may adopt regulations authorizing the board to order a licensee 
on probation or in a diversion program to cease practice for major violations and when the 
board orders a licensee to undergo a clinical diagnostic evaluation pursuant to the uniform and 
specific standards adopted and authorized under Section 315." (Bus. & Prof. Code, § 315.4, 
subd. (a); Stats. 2010, ch. 517 (SB 1172).) An order to cease practice does not require a fonnal 
hearing and does not constitute a disciplinary action. (Id. § 315.4 subds. (b), (c).) 

According to the author of SB 1172 (Negrete McLoud), this subsequent statute was necessary 
"because current law does not give boards the authority to order a cease practice." (Sen. Com. 
on Business, Professions, and Economic Development, Analysis of SB 1172 (2010-2011 Reg. 
Sess.), as amended April 12,2010.) The author explains: 
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Although most of the adopted guidelines do not need additional 
statutes for implementation, there are a few changes that must be 
statutorily adopted to fully implement these standards. [,-r] This 
bill seeks to provide the statutory authority to allow boards to 
order a licensee to cease practice if the licensee tests positive for 
any substance that is prohibited under the terms of the licensee's 
probation or diversion program, if a major violation is committed 
and while undergoing clinical diagnostic evaluation. [,-r] The 
ability of a board to order a licensee to cease practice under these 
circumstances provides a delicate balance to the inherent 
confidentiality of diversion programs. The protection of the 
public remains the top priority of boards when dealing with 
substance abusing licensees. 

(Senate Third Reading, Analysis ofSB 1172 (2010-2011 Reg. Sess.), as 
amended June 22,2010.) 

Legal Analysis 

1a. 	 Section 315 should be construed as not requiring that the uniform standards 
be adopted as regulations. 

Legislative Counsel opined that SACC must adopt the unifonn standards as regulations under 
section 315, because (1) the standards meet the definition of regulations, (2) none of the express 
exemptions under Government Code section 11340.9 remove them from the APA rule-making 
process, and (3) section 315 contains no express language precluding application of the 
rulemaking provisions of the APA. (October 27,2011 Letter, p. 5.) We have a different view 
on the threshold issue of whether the standards qualify as a regulation under section 315. 

Under the APA, a regulation is defined as "every rule, regulation, order, or standard of general 
application or the amendment, supplement, or revision of any rule, regulation, order, or 
standard adopted by any state agency to implement, interpret, or make specific the law enforced 
or administered by it, or to govern its procedure." (Gov. Code, § 11342.600.) "No state agency 
shall issue, utilize, enforce, or attempt to enforce any guideline, criterion, bulletin, manual, 
instruction, order, standard of general application, or other rule, which is a regulation as defined 
in Section 11342.600, unless [it has been adopted in compliance with the APA]." (Id. 
§ 11340.5, subd. (a).) This requirement cannot be superseded or modified by subsequent 
legislation, unless the statute does so ·expressly. (Id. § 11346, subd. (a).) 

An agency standard subject to the APA has two identifying characteristics. First, the agency 
must intend its rule to apply generally, rather than in a specific case. Second, the rule must 
"implement, interpret, or make specific the law enforced or administered by [the agency], or ... 
govern [the agency's] procedure." (Morning Star Co. v. State Ed. ofEqualization (2006) 38 
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Ca1.4th 324, 333, quoting Tidewater Marine Western, Inc. et al. v. Bradshaw(1996) 14 Ca1.4th 
557,571.) 

Whether a particular standard or rule is a regulation requiring APA compliance depends on the 
facts of each case, considering the rule in question, and the applicable statutory scheme. 
Generally speaking, courts tend to readily find the need for such compliance. We understand 
that certain healing arts boards have already adopted regulations incorporating the unifoTIn 
standards. (See, e.g., Cal. Code Regs., tit. 16, § 4147 [Board of Occupational Therapy]') This 
approach is understandable in light of the usually broad requirement that agency rules be 
adopted as regulations and, as noted below, may be required by other laws when they are 
implemented by the boards. Here, however, the wording and intent of section 315 indicate the 
Legislature did not intend that the initial act of formulating and adopting the unifoTIn standards 
is within the purview of the fonnal APA rule-making process. 

"The fundamental rule of statutory construction is that the court should ascertain the intent of 
the Legislature so as to effectuate the purpose of the law." (Bodell Canst. Co. v. Trustees.oJ 
California State University (1998) 62 Cal.AppAth 1508,1515.) In detennining that intent, 
courts "first examine the words ofthe statute itself. . Under the so-called 'plain meaning' rule, 
courts seek to give the words employed by the Legislature their usual and ordinary meaning. If 
the language of the statute is clear and unambiguous, there is no need for construction. 
However, the 'plain meaning' rule does not prohibit a court from detennining whether the 
literal meaning of a statute comports with its purpose. Ifthe terms ofthe statute provide no 
definitive answer, then courts ~nay resOli to extrinsic sources, including the ostensible objects to 
be achieved and the legislative history." (Ibid. [citations omitted].) Courts "must select the 
construction that comports most closely with the apparent intent of the Legislature, with a view 
to promoting rather than defeating the general purpose of the statllte, and avoid an interpretation 
that would lead to absurd consequences." (Ibid. [citation omitted].) "The legislative purpose 
will not be sacrificed to a literal construction of any part of the statute." (Ibid.) 

In Paleski v. State Department ojHealth Services (2006) 144 Cal.AppAth 713, the Court of 
Appeal applied these rules of statutory construction and found that the challenged agency 
criteria were not required to be adopted as regulations under the APA. (Id. at pp. 728-729.) In 
Paleski, plaintiff challenged an agency's criteria for the prescription of certain drugs because 
the department had not promulgated them in compliance with the APA. (Ibid.) The statute, 
however, expressly authorized the criteria to be effectuated by publishing them in a manual.' 
(Ibid.) According to the court, the "necessary effect" of this language was that the Legislature 
did not intend for the broader notice procedure of the APA to apply when the agency issued the 
criteria. (Ibid.) 

Similar reasoning should apply here. Under the plain meaning of section 315, SACC was 
legislatively established to create unifoTIn standards to be used by the healing aIiS boards when 
addressing licensees with substance abuse problems. (Bus. & Prof. Code, § 315, subd. (a).) 
The intent ofthe legislation was to protect the public and to ensure that minimum standards are 
met and to ensure uniformity among the standards established throughout the healing arts 

http:Trustees.oJ
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licensing boards under the Department of Consumer affairs. (Assem. Com. on Business and 
Professions, Analysis of SB 1441 (2008-2009 Reg. Sess.), as amended June 16,2008.) In 
formulating. these uniform standards, SACC was subject to the Bagley-Keene Act, which 
requires noticed public meetings. Many roundtable discussions were held on the draft unifonn 
standards, including public vetting and public comments. In that way, the affected community 
learned about the standards and had the opportunity to comment. This is a prime requirement 
and purpose of the AP A rule-making process (see Gov. Code, § 11343 et seq.), bLlt it has 
already been fulfilled by the procedures set fOlih in: section 315. To now require SACC to 
repeat that process by promulgating the standards as regulations would make little sense and be 
duplicative. 

Nor does the process for the formulation of the standards set fOlih in section 315 comport with 
the other purposes and procedures of the AP A. During the AP A rule-making process, an 
agency must provide various reasons, justifications, analyses, and supporting evidence for the 
proposed regulation. (Gov. Code, § 11346.2.) Those provisions and other provisions of the 
AP A are intended to address the proliferation, content, and effect of regulations proposed by 
administrative agencies. (Id. §§ 11340, 11340.l.) Here, the agency is not proposing to adopt 
the uniform standards. The Legislature has required that the standards adopted by SACC, be 

. unifonn, and be used by the boards. Given this statutory mandate that they be implemented, 
subjecting the unifonn standards to substantive review under the APA again makes little sense. I 

lb. 	 The SACC would not be the rule-making entity, even if the uniform standards 

would have to be adopted as regulations. 


Even assuming that AP A compliance was required under section 315, it is doubtful that SACC 
would carry the responsibility to adopt regulations. The second component of a regulation 
requires that the rule must "implement, interpret, or make specific the law enforced or 
administered by [the agency], or ... govern [the agency's] procedure." (Morning Star Co., 
supra, 38 Ca1.4th at p. 333.) Here, SACC was mandated to create the unifonn standards to be 
used by separate boards; the SACC's creation of the unifonn standards does not implement, 

I Even though the standards do not have to be promulgated as regulations by SACC under 
section 315, this does not mean that certain regulations would not arguably be required on the 
part of some or all of the boards under other statutory schemes, such as the laws applicable to a 
pmiicular board or the APA's provisions on quasi-adjudicatory proceedings. This type of 
analysis would require a fact specific, case-by-case study of each board's practices and its 
regulatory scheme and may include consideration of: (1) whether a board's statutory authority 
requires the adoption of regulations related to actions against substance-abusing licensees, (2) 
whether current regulations conflict with the standards, and (3) whether in an administrative 
adjudicative setting, the standards are considered "penalties" and thus must be adopted as 
regulations under section 11425.50, subdivision (e), ofthe Government Code. 
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interpret, or make any law more specific. (Bus. & Prof. Code, § 315, subds. (a), (c).) The only 
express statutory role ofthe SACC is to determine the uniform standards in the first place? 

The boards are then required to use and apply the standards and have much clearer authority to 
adopt regulations. "Each of the boards [within the Department of Consumer Affairs] exists asa 
separate unit, and has the function of setting standards, holding meetings, and setting dates 
thereof, preparing and conducting examinations, passing upon applicants, conducting 
investigations of violations of laws under its jurisdiction, issuing citations and hold hearings for 
the revocation of licenses, and the imposing of penalties following such hearings, in so far as 
these powers are given by statute to each respective board." (Bus. & Prof. Code, § 108.) 

The legislative history for section 315 also supports this conclusion. According to its author, 
section 315 was adopted to protect the public by ensuring that, at a minimum, a set of best 
practices or standards were adopted by health care related boards to deal with practitioners 
with alcohol or drug problems. (Assem. Com. on Business and Professions, Analysis of SB 
1441 (2008-2009 Reg. Sess.), as amended June 16,2008, emphasis added.i Practically 
speaking, it would be difficult for the SACC (or the Department of Consumer Affairs) to draft 
regulations applicable to all boards, given that they are unique and deal with different subject 
areas, unless such regulations were adopted wholesale, on a one-size-fits-all basis. As 
explained below, while the healing arts boards must use the standards, they only have to use the 
ones that apply to their procedures. 

Thus, while section 315 does not require regulations to initially adopt the standards, the boards 
(and not SACC) would more reasonably be tasked with this responsibility. 

2. 	 The healing arts boards must use the uniform standards to the extent that they 
apply. 

The original language of section 315 is clear that the standards must be used. (Bus. & Prof. 

Code, § 315, subd. (a) ["unifonn standards that will be used by healing arts boards"], subd. (b) 

["unifonn standards ... that each healing arts board shall use in dealing with substance-abusing 

licenses"].) Legislative Counsel was asked to opine on whether subsequent legislation (Bus. & 

Prof. Code, § 315.4) somehow made these uniform standards discretionary. We agree with 


2 The SACC is a committee formed by various executive officers of healing arts boards and 

other public officials formed within the Department of Consumer Affairs. (Bus. & Prof. Code, 

§ 315, subds. (a).) 

3 As discussed shortly, the legislative history for follow-up legislation similarly explains that its 

purpose was to provide statutory authority for some healing arts boards to issue regulations to 

implement certain of the uniform standards. (Sen. Com. on Business, Professions, and 

Economic Development, Analysis of SB 1172 (2010-2011 Reg. Sess.), as amended April 12, 

2010.) 
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Legislative Counsel's conclusion that section 315.4 did not make the uniform standards 
optional. (Oct 27,2011, Letter, p. 9.) 

Section 315.4 was enacted two years after section 315, and provides that that the healing arts 
boards, as described in section 315 and with the exception of the Board of Registered Nursing, 
"may adopt regulations authorizing the board to order a licensee on probation or in a diversion 
program to cease practice for major violations and when the boar.dorders a licensee to undergo 
a clinical diagnostic evaluation pursuant to the uniform and specific standards adopted and 
authorized under Section 315." (Bus_ & Prof. Code, § 315.4, subd. (a); Stats. 2010, ch. 517, 
(SB 1172).) If a board adopts such regulations, there is nothing to indicate that use of uniform 
standards created under section 315 is optional. Such an interpretation would be contrary to the 
legislative intent Section 314.5 was enacted for the limited purpose to give boards the 
authority to order a licensee to cease practice, as this was not provided for in section 315. (Sen. 
Com. on Business, Professions, and Economic Development, Analysis of SB 1172 (2010;-2011 
Reg. Sess.), as amended April 12,2010.) By no means was the intent to transform the 
ni.andatory uniform standards of section 315 into optional suggestions. As the author explains: 

Although most of the adopted guideline·s do not need additional 
statutes for implementation, there are a few changes that must be 
statutorily adopted to fully implement these standards. [~J This 
bill seeks to provide the statutory authority to allow boards to 
order a licensee to cease practice if the licensee tests positive for 
any substance that is prohibited under the terms of the licensee's 
probation or diversion program, if a major violation is committed 
and while undergoing clinical diagnostic evaluation. 

(Senate Third Reading, Analysis of SB 1172 (2010-2011 Reg. Sess.), as amended June 22, 
2010.) 

In addition, some specific uniform standards themselves recognize a board's discretion whether 
to order a particular action in the first place. (See e.g. Unifonn Standard # 1 ["If a healing arts 
board orders·a licensee ... to undergo a cliniyal diagnosis evaluation, the following applies.: '" 
"J.) The standards must be applied, however, if a board undertakes a particular practice or 
orders an action covered by the standards. A determination regarding a board's specific 
application (or not) of celiain unifonn standards would have to be based on a fact specific, case­
by-case review of each board and its regulatory scheme. However, once a board implements a 
procedure covered by the unifonn standards, it cannot disregard the applicable uniform standard 
because it disagrees with the standard's substance. 

Conclusion 

For the reasons stated above, in our view, section 315 can be read to preclude the necessity to 
adopt regulations when the unifonn standards are issued initially. And even if regulations were 
required under section 315, SACC would not be tasked with this responsibility. -We also 
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believe that the healing arts boards must use the uniform standards where an agency undertakes 

an action covered by the standards. 


Please feel free to contact me if you have any questions or would like to discuss the above. 


:KAL 


cc: Peter K. Southworth, Supervising Deputy Attorney General 
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Title 16. Board of Pharmacy
 
Proposed Language
 

To Amend § 1746 in Article 5 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

§ 1746. Emergency Contraception 

(a)  A  pharmacist  furnishing  emergency  contraception  pursuant  to  Section  4052(a)(8)  
4052.3.(a)(2)  of  the  Business  and  Professions  Code  shall  follow  the  protocol  specified  in  
subdivision  (b)  of  this  section.  
 
(b)  Protocol  for  Pharmacists  Furnishing  Emergency  Contraception  (EC).  

(1)  Authority:  Section  4052  of  the  California  Business  and  Professions  Code  authorizes  a  
pharmacist  to  furnish  emergency  contraception  pursuant  to  the  protocols  specified  in  Business  
and  Professions  Code  section  4052.3.  Use  of  the  following  protocol  satisfies  that  requirement.   
 
(1)  Authority:  Section  4052.3(a)(2)  of  the  California  Business  and  Professions  Code  authorizes  a  
pharmacist  to  furnish  emergency  contraception  pursuant  to  a  protocol  approved  by  the  
California  State  Board  of  Pharmacy  and  the  Medical  Board  of  California.   Use  of  the  protocol  
specified  in  this  section  satisfies  that  requirement.  
 
(2)  Purpose:  To  provide  timely  access  to  emergency  contraceptive  medication  within  required  
limits  and  ensure  that  the  patient  receives  adequate  information  to  successfully  complete  
therapy.  
 
(3)  Procedure:  When  a  patient  requests  emergency  contraception,  the  pharmacist  will  ask  and  
state  communicate  the  following:  
 

Are you allergic to any medications? 

Timing is an essential element of the product's effectiveness. EC should be taken as 
soon as possible after unprotected intercourse. Treatment may be initiated up to five 
days (120 hours) of after unprotected intercourse. EC effectiveness declines gradually 
over five days and EC use will not interfere with an established pregnancy. 

EC use will not interfere with an established or implanted pregnancy. 

If more than 72 hours have elapsed since unprotected intercourse, the use of ella™ 
(ulipristal) may be more effective than levonorgestrel. Other options for EC include 
consultation with your physician regarding insertion of an IUD. 

(4) The pharmacist shall provide the a fact sheet and review any questions the patient may 
have regarding EC. In addition, the pharmacist shall collect the information required for a 
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patient medication record required by Section 1707.1 of Title 16 of the California Code of 
Regulations. 

Fact Sheet: The pharmacist will provide the patient with a copy of the current EC fact sheet 
approved by the Board of Pharmacy as required by Business and Professions Code Section 
4052(b)(3) 4052.3(e). 

(5)  Referrals  and  Supplies:  If  emergency  contraception  services  are  not  immediately  available  at  
the  pharmacy  or  the  pharmacist  declines  to  furnish  pursuant  to  conscience  clause,  the  
pharmacist  will  refer  the  patient  to  another  emergency  contraception  provider.  The  pharmacist  
shall  comply  with  all  state  mandatory  reporting  laws,  including  sexual  abuse  laws.  
 
(6)  The  pharmacist  may  provide  up  to  12  non‐spermicidal  condoms  to  each  Medi‐Cal  and  Family  
PACT  client  who  obtains  emergency  contraception.  
 
(7)  Advanced  provision:  The  pharmacist  may  dispense  emergency  contraception  medication  for  
a  patient  in  advance  of  the  need  for  emergency  contraception.  
 
(8)  EC  Product  Selection:  The  pharmacist  will  provide  emergency  contraception  medication  
compatible  with  product  information  from  the  list  of  products  specified  in  this  protocol.  This  list  
must  be  kept  current  and  maintained  in  the  pharmacy.  Along  with  emergency  contraception  
products,  the  list  will  include  adjunctive  medications  indicated  for  nausea  and  vomiting  
associated  with  taking  EC  containing  estrogen.  Patients  will  be  provided  information  concerning  
dosing  and  potential  adverse  effects.  
 
(9)  Documentation:  Each  prescription  authorized  by  a  pharmacist  will  be  documented  in  a  
patient  medication  record  as  required  by  law.  
 
(10)  Training:  Prior  to  furnishing  emergency  contraception,  pharmacists  who  participate  in  the  
this  protocol  must  have  completed  a  minimum  of  one  hour  of  continuing  education  specific  to  
emergency  contraception.  

(11) Brands and Doses of Oral Contraceptive Tablets Used for Emergency Contraception. 
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(11) Brands and Doses of Oral Contraceptive Tablets Used for Emergency Contraception. 

Dedicated Emergency Contraception 

Brand Manufacturer Tablets per Dose 
Ethinyl Estradiol 
per Dose (mg) 

Levonorgestrel per 
Dose (mg)** 

One Dose Regimen 

Plan B 
Women’s Capital 
Corporation 

2 tablets 0 1.5 

Two Dose Regimens 

Plan B 
Women’s Capital 
Corporation 

1 tablet per dose 0 0.75 

Preven Gynétics 2 tablets per dose 100 0.50 

Oral Contraceptive Pills 

Brand Manufacturer 
Tablets per Dose 
(two doses 12 
hours apart*) 

Ethinyl Estradiol 
per Dose (mg) 

Levonorgestrel 
per Dose (mg)** 

Levora Watson 4 white tablets 120 0.60 
Ovral Wyeth 2 white tablets 100 0.50 
Ogestrel Watson 2 white tablets 100 0.50 

Nordette Wyeth 
4 light‐orange 

tablets 
120 0.60 

Tri‐Levlen Berlex 4 yellow tablets 100 0.50 
Alesse Wyeth 5 pink tablets 100 0.50 
Aviane Duramed 5 orange tablets 100 0.50 
Triphasil Wyeth 4 yellow tablets 120 0.50 

Levlen Berlex 
4 light‐orange 

tablets 
120 0.60 

Trivora Watson 4 pink tablets 120 0.50 
Levlite Berlex 5 pink tablets 100 0.50 
Lo/Ovral Wyeth 4 white tablets 120 0.60 
Low‐Ogestrel Watson 4 white tablets 120 0.60 
Ovrette Wyeth 20 yellow tablets 0 0.75 

* The progestin in Ovral, Lo/Ovral, and Ovrette is norgestrel, which contains two isomers, only one of which 
(levonorgestrel) is bioactive; the amount of norgestrel in eachdoes is twice the amount of levonorgestrel 
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(11) Medications Used for Emergency Contraception 

Dedicated Approved Products for Emergency Contraception 

Brand Dose 
Ethinyl Estradiol per 

dose (mcg) 
One Dose Regimen 

Plan B™ One‐Step 1 tablet 0 
1.5mg 

levonorgestrel 
ella™ 1 tablet 0 30mg ulipristal 

Two Dose Regimen 

Next Choice™ 1 tablet per dose 0 
1.5mg 

levonorgestrel 

Oral Contraceptive Pills 

Brand 
Tablets per Dose 

(two doses 12 hours apart*) 
Ethinyl Estradiol 
per dose (mcg) 

Levonorgestrel 
per dose (mg)* 

Alesse 5 pink tablets 100 0.50 

Aviane 5 orange tablets 100 0.50 

Levlen 4 light‐orange tablets 120 0.60 

Levlite 5 pink tablets 100 0.50 

Levora 4 white tablets 120 0.60 

Lo/Ovral 4 white tablets 120 0.50 

Low‐Ogestrel 4 white tablets 120 0.60 

Nordette 4 light‐orange tablets 120 0.60 

Ogestrel 2 white tablets 100 0.50 

Ovral 2 white tablets 100 0.50 

Tri‐Levlen 4 yellow tablets 100 0.50 

Triphasil 4 yellow tablets 120 0.50 

Trivora 4 pink tablets 120 0.50 

Ovrette 20 yellow tablets 0 0.75 

*The progestin in Ovral, Lo/Ovral, and Ovrette is norgestrel, which contains two isomers, only 
one of which (levonorgestrel) is bioactive; the amount of norgestrel in each dose is twice the 
amount of levonorgestrel. 

In addition to the products specified in this paragraph, generic equivalent products may be 
furnished. Estrogen containing regimens are not preferred and should be used only when the 
other options are not available. 
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(12) Anti‐nausea Treatment Options for use with Emergency Contraception 

Anti‐Nausea Treatment Options For Use With Emergency Contraception 

Drug Dose Timing of Administration 

Non‐prescription Drugs 

Meclizine hydrochloride 
(Dramamine II, Bonine) 

One or two 25 mg tablets 
1 hour before first EC dose; 
Repeat if needed in 24 hours 

Diphenhydramine hydrochloride 
(Benadryl) 

One or two 25 mg 
tablets or capsules. 

1 hour before first EC dose; 
repeat as needed every 

4‐6 hours 

Dimenhydrinate (Dramamine) 
One or two 50 mg tablets or 

4‐8 teaspoons liquid 

30 minutes to 1 hour before first 
ECP EC dose; repeat as needed 

every 4‐6 hours 

Cyclizine hydrochloride 
(Marezine) 

One 50 mg tablet 
30 minutes before first EC dose; 

repeat as needed 
every 4‐6 hours 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4052 
and 4052.3, Business and Professions Code. Authority cited: Section 4005, Business and 
Professions Code. Reference: Sections 4052 and 4052.3, Business and Professions Code. 
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Amanda Davis, Pharm.D.
 

10972 Campus Street
 

Loma Linda, CA 92354
 

February 16, 2012
 

California Board of Pharmacy
 

1625 North Market Boulevard, N219
 

Sacramento, CA 95834
 

To Carolyn Klein and the Board of Pharmacy:
 

I am writing in regards to the proposed amendment to § 1746 of Article 5 of Division 17 of Title 16 of the
 

California Code of Regulations regarding emergency contraception, specifically, subdivision (b)(3). 


There are several erroneous, unclear, and problematic statements that I believe must be addressed 


before this amendment is to take effect.
 

First, with the advent of ulipristal acetate on the market as an alternative emergency contraceptive, it is
 

important to differentiate between the two types of emergency contraception when counseling
 

patients. Although they are used for the same purpose, they have very different properties. Because of
 

this, I suggest that you strike the phrase “EC use will not interfere with an established or implanted 


pregnancy.” and replace it with, “Progesterone-based emergency contraception will not interfere with 


an established pregnancy,” or any similar phrase that would exclude ulipristal. Considering the current
 

scientific evidence regarding ulipristal, it would be incorrect tell a patient, implicitly or explicitly, that
 

this medication cannot disrupt an established pregnancy. Such evidences can be found in animal studies
 

on guinea pigs (1), rats (2), and macaque monkeys (3) where ulipristal acetate was found to be capable
 

of inducing abortion. Human studies have found that the corpus luteum, which is necessary for
 

maintaining pregnancy in early gestation, can undergo luteolysis after doses as low as 1 mg of ulipristal
 

acetate are taken (4). Additionally, the official assessment report published by the European Medicines
 

Agency for ellaOne (the trade name for ella in Europe) states that, “Ulipristal acetate prevents
	

progesterone from occupying its receptor, thus the gene transcription normally turned on by
 

progesterone is blocked, and the proteins necessary to begin and maintain pregnancy are not
 

synthesized” (5). It is for these reasons that I recommend that the statement be changed from a
 

blanket statement concerning all emergency contraception to a more directed statement concerning
 

only progesterone-based emergency contraceptives. This is something that might also be applied to the
 

EC fact sheet for patients.
 

Second, I would like to suggest that you strike the point, “If more than 72 hours have elapsed since 

unprotected intercourse, the use of ella™ (ulipristal) may be more effective than levonorgestrel. Other 

options for EC include consultation with your physician regarding insertion of an IUD.” and replacing it 

with the phrase, “If more than 72 hours have elapsed since unprotected intercourse, consult with your 

physician to discuss other options for EC.” There are three reasons why the current phrasing is 

problematic: 



         

          

             

          

               

             

             

    

           

            

           

            

            

         

           

            

        

         

            

          

          

    

 

 

   

 

 

 

 

 

 

 

 

1.	 Ulipristal is only approved for EC up to 120 hours post unprotected intercourse; therefore, 

recommending the use of ulipristal “more than 72 hours” after intercourse would only be 

accurate if less than 120 hours has elapsed since the event. The proposed phrasing does not 

specify this and may provide confusing or inaccurate information to the patient. 

2.	 If more than 72 hours have elapsed since unprotected intercourse, whether it be 5 days or 10 

days, the ONLY other option a patient has is to consult with their doctor. We cannot provide 

ella at the pharmacy without a prescription, so it would be more beneficial to recommend that 

they see their physician immediately. 

3.	 Since ulipristal has abortifacient properties and is likely able to cause a drug-induced abortion in 

the early stages of gestation, the recommendation of this particular product to patients is 

morally problematic. Like levonorgestrel, ulipristal is capable of preventing pregnancy, and if 

this was its only mechanism of action, then it might be appropriate to recommend this product 

in the pharmacy; however, given the abortifacient nature of this drug, we should be weary to 

casually recommend this medication to patients without even counseling them on its 

mechanism of action or even ascertaining their views on abortion. The pharmacy is no place to 

impose such a grave and life-altering decision on women. The California medical board and 

board of pharmacy should reconsider standing behind this drug when many of the pharmacists 

in this state do not stand behind it at all. 

Thank you for taking the time to read through and consider my comments on this amendment. My 

hope and goal is for women to receive informed and accurate information from their pharmacists on 

emergency contraception and for pharmacists to feel confident in the medications that they are 

recommending to their patients. 

Sincerely, 

Amanda Davis, Pharm.D. 
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Title 16. Board of Pharmacy
 
Proposed Language
 

To Add Section 1762 to Article 8 of Division 17 of Title 16 of the California Code of Regulations 
to read as follows: 

§ 1762. Unprofessional Conduct Defined. 

In addition to those acts detailed in Business and Professions Code Section 4301, the following 

shall also constitute unprofessional conduct: 

(a) Including or permitting to be included any of the following provisions in an agreement to 

settle a civil dispute arising from the licensee’s practice, whether the agreement is made before 

or after the filing of an action: 

(1) A provision that prohibits another party to the dispute from contacting, cooperating, or 

filing a complaint with the board; or, 

(2) A provision that requires another party to the dispute to attempt to withdraw a complaint 

the party has filed with the board. 

(b) Failure without lawful excuse to provide records requested by the board within 15 days of 

the date of receipt of the request or within the time specified in the request, whichever is later. 

(c) Failure or refusal to comply with any court order issued in the enforcement of a subpoena, 

mandating the release of records to the board. 

(d) Commission of any act resulting in the requirement that a licensee or applicant registers as 

a sex offender. The board may revoke the license of any licensee and deny the application of 

any applicant who is required to register as a sex offender pursuant to Section 290 of the Penal 

Code or any other equivalent federal, state or territory’s law that requires registration as a sex 

offender. 

Authority: Section 4005, Business and Professions Code. Reference: Sections 726, 4300 and 

4301, Business and Professions Code. 
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Title 16. Board of Pharmacy
 
Proposed Language
 

To Amend § 1769 in Article 8 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

§ 1769. Criteria for Rehabilitation. 

(a) In addition to any other requirements for licensure, when considering the approval of an 
application, the board or its designee may require an applicant to be examined by one or more 
physicians and surgeons or psychologists designated by the board if it appears that the 
applicant may be unable to safely practice due to mental illness or physical illness affecting 
competency. An applicant’s failure to comply with the examination requirement shall render 
his or her application incomplete. The board shall pay the full cost of such examination. The 
board shall seek that the evaluation be conducted within 60 days of the date the applicant is 
advised that an examination is required. The board shall receive the examiner’s evaluation 
within 60 days of the date the examination is completed. The report of the examiner shall be 
made available to the applicant. 

If after receiving the report of the evaluation, the board determines that the applicant is 
unable to safely practice, the board may deny the application. 

(a) (b) When considering the denial of a facility or personal license under Section 480 of the 
Business and Professions Code, the board, in evaluating the rehabilitation of the applicant and 
his present eligibility for licensing or registration, will consider the following criteria: 

(1) The nature and severity of the act(s) or offense(s) under consideration as grounds for denial. 

(2) Evidence of any act(s) committed subsequent to the act(s) or crime(s) under consideration 
as grounds for denial under Section 480 of the Business and Professions Code. 

(3) The time that has elapsed since commission of the act(s) or crime(s) referred to in 
subdivision (1) or (2). 

(4) Whether the applicant has complied with any terms of parole, probation, restitution or any 
other sanctions lawfully imposed against the applicant. 

(5) Evidence, if any, of rehabilitation submitted by the applicant. 

(b) (c) When considering the suspension or revocation of a facility or a personal license on the 
ground that the licensee or the registrant has been convicted of a crime, the board, in 
evaluating the rehabilitation of such person and his present eligibility for a license will consider 
the following criteria: 
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(1) Nature and severity of the act(s) or offense(s). 

(2) Total criminal record. 

(3) The time that has elapsed since commission of the act(s) or offense(s). 

(4) Whether the licensee has complied with all terms of parole, probation, restitution or any 
other sanctions lawfully imposed against the licensee. 

(5) Evidence, if any, of rehabilitation submitted by the licensee. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: 
Sections 4030, 4200 and 4400, Business and Professions Code. 
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